The reimbursement list has not been updated since 2008, this meaning that the Romanian patients have been negated the access to the most innovative molecules in healthcare. This situation appeared to change in 2012 when the Ministry of Health took the responsibility to develop an internal HTA Unit; on June 10th, 2013, the new HTA legislation (Ministry of Health order 724/2013) has been set in place.
The HTA process was designed to be included in the overall process of Market Access through a specific process that involves various stakeholders and a clear sequence of steps. The interactions between the parties implicated in the reimbursement process can be described as a chain of decisions that design a clear trajectory of the molecule towards the final goal of the patients' access to the reimbursed drug [ Figure 1 ]. 
The key stakeholders.
The HTA legislation introduced the following stakeholders for the HTA process: a. HTA Unit from the Ministry of Health -its main purpose is to evaluate the HTA dossiers submitted by the MAHs and to generate an appraisal that is summarized on the score card and that is translated into positive/negative reimbursement decision. b. Specialty Commissions from Ministry of Health -it evaluates the relative efficacy safety and PROs for the molecules, the methodological quality of the submitted documentation, the relevance of the chosen comparator (from the clinical trials). c. National Commission from Ministry of Health -its main purpose in the HTA process is to evaluate, compare and contrast the evaluation provided by the Specialty Commissions and the HTA Unit and to give the final approval for including a drug in the reimbursement List. d. Market Authorization Holders -have to submit the HTA dossier and to be at the disposal of the HTA Unit if there is a need for supplementary data. e. Association of Pharmaceutical Companies -its role is to participate (as observers) in the commission for appeals (Arbitrage Commission). f. Patients Advocacy Groups -its role is to participate (as observers) in the commission for appeals (Arbitrage Commission).
The stakeholders' interactions within the HTA process, from HTA dossier submission to final appraisal report publication is presented in Figure 2 . The Romanian HTA system was not a typical HTA system, involving economic evaluations techniques, but a quick-HTA system based on a score card, following the recommendations of the NICE International Report for Romania [3] . The HTA evaluation was made through a score card that summed up 10 points in total. The threshold for the positive reimbursement status had been set at 6 points on the scorecard. Figure 3 ]. The Romanian healthcare system has been lacking drugs in a lot of therapeutic areas; the patients have had restricted access to the latest molecules for diabetes, autoimmune and neurologic diseases and nevertheless different types of cancer, hence the greatest number of molecules that have received positive HTA appraisal were in these areas. [ Figure 5 ]. The HTA included also biosimilars, all 4 of them receiving positive decisions.
The evaluation process seemed to be going well and the data submitted was robust and wellstructured. All stakeholders were confident that 2014 will unlock the access to new innovative drugs and in February 2014 was published a draft of new Reimbursement List which included the results of the quick-HTA process.
Unfortunately, in April 2014, the new Government abrogated this HTA legislation and the already-published HTA reports, claiming that the process didn't mentioned neither the criteria for exclusion from the List of reimbursed drugs nor the budget impact, within HTA reports. Moreover, the HTA process was moved into the responsibility of the National Agency for Drugs.
CONCLUSIONS
 The initial HTA process seemed to be an important step in the reorganization of the Romanian healthcare system and it was part of a greater process that involves also the readjustment of basic social health insurance, the introduction of the private insurance and other important changes.  The implementation of the quick-HTA in Romania took a good start, using a mixture of information, from benefits and cost-effectiveness in other countries, to relative effectiveness, safety and PRO. However, the lack of consideration for the local context and the political disagreements led to a temporary suspension of the quick-HTA process.  Even though the 2013 HTA legislation was abrogated, the new government considered that the update of the reimbursement List is important and issued a new HTA legislation in June 2014. The new legislation took most of the principles of the quick-HTA system, but introduced a budget-impact value on the score card. Its results will be available at the beginning of 2015.
